UNISPEED PHARMACEUTICALS PVT.LTD
445/2 Behind Wrigley Village Katha, Baddi , Dist- Solan (H.P.) 173205
Quality Control Department

FINISH PRODUCT CERTIFICATE OF ANALYSIS
PRODUCT NAME ACEGOFEN - P TABLETS A.R NO. QCFT/211224/4880

GENERIC NAME Aceclofenac & Paracetamol Tablets LP.
BATCH NO. T241249C MFG. DATE 12/2024
BATCH SIZE 2.0 Lac EXP. DATE 11/2026
DATE OF RECEIVED | 13/12/2024 DATE OF ANALYSIS | 13/12/2024
SAMPLE QTY. 60 Tablets DATE OF RELEASE | 22/12/2024
FORMAT NO. USP/QA-064/FR0O1-00 PAGE NO. 1Tol

S.No. TEST SPECIFICATION RESULTS

01. | Description Orange coloured, elongated shape | Orange coloured, elongated shape
biconvex film coated tablet, | biconvex film coated tablet, having
having scored on one side & Plain | scored on one side & Plain on
on other side. other side,

Identification:

(By HPLC) In the assay, the retention time of | Complies
For Paracetamol & Aceclofenac | the principal peaks in the
chromatogram obtained with test
solution correspond to the
chromatogram as obtained with
reference solution.

Average Weight 730mg=+ 5% 732.46 mg
Uniformity of Weight Average weight + 5 % Complies

Disintegration Test Not more than 30 Minutes 04 Minutes 15 Seconds

Dissolution Test :
For Paracetamol Q. Not less than 70% Average = 95.20 %
For Aceclofenac Q. Not less than 70% Average =95.97 %
Related Substances Individual impurity: NMT- 0.05% | Complies
Total impurities: NMT -0.5% | Complies

ASSAY: (Composition) Claim Obtained Yoage Limit
Each film coated tablet contains:

Aceclofenac LP. 100 mg 98.901 mg 98.90 % 90.0 % -110.0 %

Paracetamol LP. 325 mg 319.450 mg 98.29 % 90.0%-110.0 %
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REMARKS: In the opinion of the above undersigned sample Complies / Bees—not-eemply-as per |P/BPAISP-fc-
r-Heuse Specification.
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